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DETAILED ACTION 
Response to Arguments 

1 . Applicant's arguments filed 10/17/2006 regarding the 102(e) rejections of claims 1-3, 6, 
and 8-1 1 over Roe et al. (U.S. 2004/0127818) have been fully considered but they are not 
persuasive. In particular, applicant argues that member (82) is driven toward the skin in a 
manner that flattens the skin and therefore does not anticipate a floating probe that is adapted 
to floatably contact the target site bulge as the bulge is created by the pressure tip. However, 
once actuator (44) has been rotated such that the floating prove (82) is not longer engaging 
thread (76) as seen in fig.4, the probe is floating with respect to piece (66) and is only engaging 
it because of biasing spring (94). That is, someone could reach inside of the device and pull the 
probe down since only spring (94) is biasing it toward the proximal end of the device. The probe 
can floatably make contact with the bulge because the probe can be moved independently of 
piece (66). Regarding the fact that the floating probe (86) of Roe et al. is used to flatten the top 
of the bulge, this is irrelevant because the overall bulge is still present due to the pressure tip 
(92) which creates the bulge (see fig. 2). 

2. Applicant's arguments with respect to the 35 U.S.C. 102(b) of claims 1 , 2, 4, 6-8, and 10- 
1 1 over Douglas et al. (U.S. 5,857,983) have been fully considered and are persuasive. The 35 
U.S.C. 102(b) rejections of claims 1r2, 4, 6-8, and 10-11 as being anticipated by Douglas et al. 
(U.S. 5,857,983), and the 35 U.S.C. 103(a) rejections of claim 3 over Douglas et al. in view of - 
Roe et al. (U.S. 2004/0127818) and claim 5 over Douglas et al. in view of Bocker et al. (U.S. 
5,997,561) have also been withdrawn. 
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Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.G. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



4. Claims 1-3, 6, and 8-11 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Roe et al. (U.S. 2004/0127818). Roe et al. discloses a lancing device comprising a lancet 
carriage (66), a lancet holder (50) slidably connected to the lancet carriage, a lancet (58) 
attached to the lancet holder, a floating probe (82) and a pressure tip (92). The floating probe is 
adapted to floatably contact the target site bulge and is configured to operatively interact with 
the lancet carriage to control penetration depth of the lancet into the bulge ([0070]). The lancet 
carriage and the floating probe are slidably connected to the housing and the lancing holder is 
slidably connected to the lancet carriage (see Fig. 4 and 5). The lancet is made of metal while 
the remaining elements of the lancing device are made of plastic, which is a rigid material 
([0075]). 

5. Regarding claim 6, the lancing device comprises a stop lock assembly (44, 60, [0070]). 

6. Regarding claim 8, the pressure tip includes a probe stop surface (90) (see Fig. 1 and 5, 
[0066]) 

7. Regarding claim 9, the lancet carriage includes a lancet holder over-travel stop feature 
(74). 



Application/Control Number: 1 0/690,083 Page 4 

Art Unit: 3731 

8. Regarding claims 10-11, Roe et al. discloses the structure of the invention in claim 10 
as stated above, and also discloses the method for lancing a target site. As seen in Fig. 3, the 
pressure tip contacts the target site, the pressure tip is urged toward the target site creating a 
bulge, and the target tissue is lanced while the floating probe operatively interacts with the 
lancet carriage to control a penetration of the lancet. The stop lock assembly (44, 60) locks the 
lancet carriage and floating probe in place so that the tissue is lanced with a predetermined 
penetration depth ([0068], [0070]). 



Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Roe et al. in view 
of Douglas et al. Roe et al. disclose the invention substantially as stated above, including a 
decoupling spring (94). Roe et al. fail to disclose a launcher spring that is in series with the 
decoupling spring. 

1 1 . However, Douglas et al. disclose that it is old and well known in the art to include a 
spring system in series in a lancet system. The spring system disclosed by Douglas et al. 
controls the movement of the lancet holder with respect to the housing and trigger mechanism. 
A second spring in series with the decoupling spring (94) of Roe et al. could be added to control 
the movement of lancet holder (42) as it is not disclosed exactly how the position of the lancet 
holder is maintained when not depressed by the user. Therefore, it would have been obvious to 
one of ordinary skill in the art to modify the device disclosed by Roe et al. to include a launcher 
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spring made obvious by Douglas et al. in order to provide a control for the positioning of the 
lancet holder relative to the lancet carriage. 

12. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Roe et al. in view 
of Bocker et al. (U.S. 5,997,561). Roe et al. discloses the invention substantially as stated 
above, but fails to disclose that the penetration depth is between 0.25mm and 1.5 mm. 
However, Bocker et al. discloses that it is old and well known in the art to include a penetration 
depth of 0.25 mm to 1 .5 mm in a lancing device that has a depth of penetration controlling 
means. Bocker et al. discloses that the penetration depth range can be set between 0.2 and 2.0 
mm in order to provide about 100 microliters of body fluid. Therefore, it would have been 
obvious to one of ordinary skill in the art to modify the device disclosed by Roe et al. to include a 
penetration depth of between 0.25 mm and 1.5 mm made obvious by Bocker et al. in order to 
collect an appropriate amount of fluid for blood sampling. 

13. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Roe et al. in view 
of Levin et al. (U.S. 4,517,978). Roe et al. discloses the invention substantially as stated above 
including a floating probe spring (spring 94 now being considered floating probe spring), but fails 
to disclose an over-travel spring or launching spring that, along with the floating probe spring, 
are configured to control movement and positioning of the floating probe, lancet carriage, and 
lancet holder. 

14. However, Levin et al. discloses that it is old and well known to include an over-travel 
spring (45) and launching spring (37) to control movement and position of a lancet carriage and 
holder (see col. 2 II. 26-32; fig. 2). A similar series of springs could be added to the device of 
Roe et al. to control the movement of lancet holder (42) as it is not disclosed exactly how the 
position of the lancet holder is maintained when not depressed by the user or how it returns to 
its original position after actuation. Therefore, it would have been obvious to one of ordinary skill 
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in the art to modify the device disclosed by Roe et al. to include an over-travel spring and 
launching spring as made obvious by Levin et al. in order to provide a control for the positioning 
and movement of the lancet holder and lancet carriage. 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Kathleen Sonnett whose telephone number is 571-272-5576. The 
examiner can normally be reached on 7:30-5:00, M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anh Tuan Nguyen can be reached on 571-272-4963. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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